IN THE UNI TED STATES DI STRI CT COURT
FOR THE EASTERN DI STRI CT OF PENNSYLVAN A

I N RE: DI ET DRUGS ( PHENTERM NE/
FENFLURAM NE/ DEXFENFLURAM NE)
PRODUCTS LI ABI LI TY LI TI GATI ON

MDL NO. 1203

TH' S DOCUMENT RELATES TO
SHEI LA BROMWN, et al .
V. ClVIL ACTI ON NO. 99-20593
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g
CORPORATI ON )

VEMORANDUM AND PRETRI AL ORDER NO,

Bartle, C. J. Novenber 20, 2007
Before the court is the notion of Linda S. Cark ("M.
Clark”) to deem her privately-obtained echocardi ogramas tinely
under the Diet Drug Nationw de Class Action Settlenment Agreenent
("Settlenment Agreement”) with Weth.? M. Cark failed to obtain
an echocardi ogram before January 3, 2003, the deadline for
subnmitting a privatel y-obtained echocardi ogram? She, however,

mai ntai ns that her delay was due to "excusabl e neglect."

1. Prior to March 11, 2002, Weth was known as Anerican Hone
Product s Cor porati on.

2. The January 3, 2003 deadline marked the end of the original
Screening Period, which was the 12-nonth period begi nning on the
date of Final Judicial Approval (Jan. 2, 2002). See Settlenent
Agreenment 8 1.49. To receive Matrix Conpensation Benefits
("Matrix Benefits"), the Settlenent Agreenent required C ass
Menbers who chose not to participate in the Screening Programto
obtai n an echocardi ogram bet ween the comencenent of diet drug
use and the end of the Screening Period. See id. at 8 IV.B. 1. a.



I .

According to Ms. Clark's notion and acconpanyi ng
affidavits, she was prescribed and took the diet drugs comonly
known as fen-phen® from approxi mately April 1996 to June 1997 as
part of a 14-nonth Fen-Phen clinical trial.* 1In April 2000, M.
Clark's physician's assistant informed her that she had a heart
murmur. Ms. Clark questioned the significance of the heart
murmur, but she was told that it was minor and not to be
concerned. M. Clark continued to see her physician on a regul ar
basi s and frequently conpl ai ned of fatigue and occasionally
shortness of breath. In March 2002, her physician' s assistant
again noted the heart murnur. M. dark questioned whet her
Pondi m n® caused the heart nurmnur, but she was advised that she
suffered only fromstress. Her requests for a referral to see a
heart specialist were deened not necessary, and her physician
refused her requests as |ate as Decenber 2002.

At that point, Ms. Clark decided to switch famly
physi ci ans. Her new physician referred her to a heart

specialist. M. Oark subsequently received a transthoracic

3. "Fen-Phen" is widely used to refer to the conbination of the
di et drugs Fenfluram ne and Phenterm ne. Fenfluram ne, marketed
under the brand nane Pondimn® and the |ater related drug

Dexf enfl uram ne, marketed under the brand nane Redux™ were sold
by Weth and are the subject of the Settlenent Agreenent. M.
Clark states that she was prescri bed Pondi m n®

4. M. Cark signed a consent and release formstating that she
was informed of the risks of Pondimn® prior to participating in
the Fen-Phen clinical trial study. See Consent and Rel ease form
attached to Weth' s response.

-2-



echocar di ogram on March 20, 2003, a heart catheritization on
March 27, 2003, and a transesophegal echocardi ogramon April 14,
2003. Ms. dark's new physicians di agnosed her with aortic

i nsufficiency and stenosis, and, on April 21, 2003, she underwent
aortic valve replacenent surgery.

On May 2, 2003, Ms. Cark submtted a tinely Blue Forn?
to the Trust, and she subnmitted a Green Forn? in Novenber 2003.°
By letter dated February 7, 2005, the C ass Counsel Clains Ofice
notified Ms. Clark that her claimwould not be processed by the
Trust because her echocardi ogram had not been perforned prior to
the Screening Period deadline. Three nonths after receiving the
notice that her claimwas untinely, Ms. Clark filed the present
nmotion. Ms. Clark clainms that her initial physician's refusal to
refer her for an echocardi ogram constitutes excusabl e negl ect.

1.
The Settl enent Agreenent approved by this court in PTO

No. 1415 provides strict deadlines for C ass Menbers to seek

5. The Blue Formis one of the forns available to C ass Menbers
to register for Matrix Benefits with the Trust. The deadline for
submtting the formwas May 3, 2003. See Pretrial Oder ("PTO'")
No. 3253 (Feb. 12, 2004).

6. Under the Settlenent Agreenent, C ass Menbers are required to
conplete the Geen Form in addition to the Blue Form to receive
Matrix Benefits fromthe Trust.

7. M. Cark was pro se when she submtted these forns.
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Matrix Benefits® fromthe Trust. The Settlenent Agreenent
provides, in part:

The follow ng C ass Menbers, and only such
Cl ass Menbers, shall be entitled to the
conpensati on benefits fromFund B ("Matri x
Conpensati on Benefits"):

a. Di et Drug Reci pients who have been
di agnosed by a Qualified Physician as
FDA Positive or as having MId Mtral
Regurgitation by an Echocardi ogram
performed between the commencenent of
Diet Drug use and the end of the
Screening Period [Jan. 3, 2003] and who
have regi stered for further settlenent
benefits by Date 2 [May 3, 2003]

Settlenent Agreenment 8 IV.B.1l.a. (enphasis added).

This Settlenment Agreenent provision inposes two
deadl i nes on Cl ass Menbers. First, O ass Menbers who did not
participate in the Screening Progranf were required to obtain a

private echocardi ogram and consequently have been di agnosed with

8. Matrix Benefits are payable from Fund B, created in the
Settl ement Agreenent to conpensate C ass Menbers who have
devel oped Matrix-level conditions, or will devel op those
conditions in the future. Settlenment Agreenent 8 |V.B.-C

9. The Screening Program provided Transthoraci ¢ Echocardi ograns
and associated interpretive physician benefits to eligible Cass
Menmbers. Settlenment Agreenent 8 |.50. See also id. at

88§ IV.Al.a. &I1V.A 2.b. D et Drug Recipients who ingested
Pondi m n® or Redux™for 61 days or nore and had not obtained a
qgual i fyi ng echocardi ogram prior to Septenber 30, 1999 were
eligible for the Screening Program See id. at 88 I1.C. 1.(b) &
IV.A. 1.a.; see also Oficial Court Notice, p. 5. In PTO No.

2677, we extended the deadline for the Screening Programto

July 3, 2003. The extension applied only to claimants who tinely
regi stered for the Screening Program but for whomthe Trust,
given the significant volunme of clains awaiting processing, could
not ensure that they would receive a Screening Program

echocardi ogram by the January 3, 2003 deadline. See PTO No.

2677, at 9-10 (Dec. 10, 2002).
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FDA Positive or MId Mtral Regurgitation between the tinme they
began using diet drugs and January 3, 2003. Second, C ass
Menbers were required to register with the Trust by May 3, 2003.
Al though Ms. Clark nmet the second deadline by submtting a Bl ue
Formon May 2, 2003, she failed to obtain a private
echocardi ogram by January 3, 2003. C ass Menbers nust neet both
deadlines to be eligible for Matri x Benefits.

The deadl i nes inposed by the Settlenment Agreenent may
be extended if the novant can show his or her failure to neet the

deadl i nes was due to "excusable neglect.” In In re Othopedic

Bone Screw Prods. Liab. Litig., 246 F.3d 315, 323 (3d Cr. 2001),

our Court of Appeals reiterated the Suprene Court's anal ysis of

excusabl e neglect as set forth in Pioneer Inv. Servs. Co. V.

Brunswi ck Assocs. Ltd., 507 U. S. 380, 395 (1993). Four factors

shoul d be eval uat ed when deci di ng whet her excusabl e negl ect
exists: (1) the danger of prejudice to the non-novant; (2) the
I ength of the delay and its potential effect on judicial
proceedi ngs; (3) the reason for the delay, including whether it
was Within the reasonable control of the nmovant; and (4) whether
t he novant acted in good faith. Pioneer, 507 U S. at 395; Bone
Screw, 246 F.3d at 322-23. W shall discuss each of these
factors in turn,

Under the first prong of Pioneer, we nust determ ne the
danger of prejudice to the non-nmovants should the requested
extension be granted. See id. M. Cark argues that Weth and

the Trust would not be prejudi ced because she is just one
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cl ai mant asking for benefits for which she woul d ot herw se be
entitled. She argues that her circunstances are uni que because
her delay in submtting a tinely echocardiogramis the result of
nmedi cal mal practi ce.

The finality provided by the Settlenment Agreenent to
Weth, the Trust and other C ass Menbers has been of paranount
i mportance throughout the adm nistration of the Settlenent
Agreenent. Finality is not only inmportant to Weth, but also to
the Trust so that it can consider applications for Matrix
Benefits and provide those benefits to injured Cass Menbers in a
timely manner. If Ms. Clark's notion were the only one of its
kind, her late registration may pose little danger of prejudice
to the non-novants. M. Cark, however, is certainly not the
only Class Menber who did not receive a referral for an
echocardiogram \While this my seem severe, Ms. Clark's
ci rcunst ances are neither unique nor particular to her as it is
not uncomon for a physician to decline a patient's referral
request. "Although the adm ssion of any particular clai mant may
not in itself cause a substantial drain on the Trust, allow ng
this claimant to escape the firmdeadlines set forth in the
Settlement Agreenent ... will surely encourage others to seek the
sane relief.” PTO No. 3923, at 3.

Second, we mnust consider the Iength of the delay and
its effect on judicial proceedings. Pioneer, 507 U S at 395;
Bone Screw, 246 F.3d at 322-23. M. Cark argues that obtaining

an echocardi ogram on March 20, 2003 was an insignificant del ay
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fromthe Screening Period deadline with no effect on the

adm nistration of the Settlenment Agreenent. The January 3, 2003
deadline to obtain a private echocardi ogram however, was not an
arbitrary date. This date was carefully chosen in |ight of

evi dence that the later the diagnosis, the greater the likelihood
that the C ass Menber's val ve danage was not caused by di et

drugs. In re Diet Drugs, 2000 W. 1222042, at *46-47 (E.D. Pa.

Aug. 28, 2000). D et drug induced valve regurgitation is not

| atent and can be detected by an echocardi ogram after the C ass
Menber ceases use of the drugs. [d. By January 3, 2003, d ass
Menbers who chose not to register for Screening Program benefits
had five years to obtain a private echocardiogram See PTO No.
2677 at 13 (Dec. 10, 2003). In Ms. Cark's case, she did not
have an echocardi ogramuntil nore than two nonths after the
deadline to obtain a private echocardi ogram had passed. This is
not an insignificant anount of tine.

Moreover, Ms. Clark did not seek relief to submt her
| at e echocardi ogramuntil My 2005. M. Cark argues that her
del ay was caused by the failure of the O ass Counsel d ains
Ofice to recognize tinely that she would be disqualified for
Matrix Benefits.! M. Cark, however, had actual notice of the

January 3, 2003 deadline when she submtted the Bl ue Form on

10. M. Cdark provides no explanation for her three-nonth del ay
in seeking relief after receiving notice fromthe O ass Counsel
Claims Ofice in February 2005.
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May 2, 2003.' At that point, Ms. dark should have sought
relief to submt her |late echocardiogramas tinmely. To allow Ms.
Clark an extension to seek relief would undermne the finality of
the Settl enent Agreenent and open the floodgates to simlarly
situated Cl ass Menbers who are presently tine-barred.

Under the third prong, we nust review Ms. Cark's

reason for the delay. Pioneer, 507 U S. at 395; Bone Screw, 246

F.3d at 322-23. M. Cark argues that it was reasonable for her
to rely on the advice of her physician and that obtaining an
echocardiogramwi thin the Screening Period deadl i ne was not
within her control. W disagree. M. Cark voluntarily chose to
be treated by her fam |y physician and to renmain under this
physi ci an's care despite her unheeded concern over a two-year
period that the diet drugs may have caused her synptons. M.
Clark was aware of the risks associated with Pondi m n® as

evi denced by questioning her physician's assistant that Pondi m n®
may be the cause of her synptons and by the release formthat she
signed in April 1996 prior to participating in a 14-nonth Fen-
Phen clinical trial. |Indeed, the "Consent and Rel ease" form
stated: "M physician has disclosed to nme that these nedications

are being used in a 'non-label’ manner and has disclosed to ne

11. dainmants, such as Ms. Oark, who took diet drugs for 61 or
nor e days, nust conplete the Blue Formto register for Settl enment
Benefits. The Blue Formspecifically states that, if electing to
recei ve $6,000 in cash or $10,000 in heart val ve-rel ated nedical
services, a claimnt nust be di agnosed as FDA Positive by the end
of the Screening Period (January 3, 2003). See Blue Form see
also Oficial Court Notice, p. 5.
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the risks involved with these nedications." See Consent and
Rel ease form attached to Weth's response as an exhibit.

Moreover, Ms. O ark should have been aware of her
rights under the Settlenment Agreenent through the extensive
notice provided by the Nati onwi de Notice Plan. The Oficial
Court Notice sent to Class Menbers states that:

Di et Drug Recipients who have been di agnosed
with serious heart valve disease ... are
eligible for Conpensation Paynments ... if ...
[t]he Class Menber is a [Diet Drug Recipient]
who has been di agnosed by a qualified
physician as (i) FDA Positive or (ii) as
having MId Mtral Regurgitation with an

el igible echocardi ogram perforned between the
start of Pondinm n and/or Redux use and the
end of the Screening Period [Jan. 3, 2003]
[and] has registered for further Settl enment
Benefits within 120 days of the close of the
Screening Period [May 3, 2003].

Oficial Court Notice, p. 7 (enphasis added). Notice of the
Settlement Agreenent conplied with Rule 23 of the Federal Rules
of Civil Procedure, which states: "For any class certified under
Rul e 23(b)(3), the court nust direct to class nenbers the best

noti ce practicable under the circunstances, including individual

notice to all nenbers who can be identified through reasonabl e
effort." Fed. R Cv. P. 23(c)(2)(B). The Nationw de Notice
Plan was put in place to informall Cass Menbers of the
Settlement Agreenent. See PTO No. 1415, at 79-87. W have
stated previously that the notice plan was the "best notice
practicabl e under the circunstances” and concluded that it was
"highly successful.” PTO No. 997 § 15 at 8; PTO No. 1415 at 83.

Anal ysis of the notice plan concluded that "97% of wonen between
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the ages of 25 and 54 viewed one or nore fornms of televised or
printed notice an average of 10 tinmes.” PTO No. 1415 at 22. The
Nati onwi de Notice Plan put Ms. Clark on constructive notice that
she shoul d obtain an echocardi ogram prior to suffering any
synptonms and, in any event, prior to the January 3, 2003
deadl i ne.

To the extent that Ms. Clark argues that the price of a
private echocardi ogram precluded her from obtaining one without a
referral, the Settlenent Agreenent allowed C ass Menbers to
acquire free echocardi ogranms through the Trust Screening Program
by registering prior to August 1, 2002, or to seek reinbursenent
for privately-obtai ned echocardi ograns. See Settl enment Agreenent
88 IV.A-l.a. &1 V.A 1l.b; see also Oficial Court Notice, p. 5;
Blue Form pp. 1, 12 (register for Screening Program, Wite
Form p. 1 (request for reinbursenent of private echocardi ogram
After first questioning whether Pondi m n® caused her heart murnur
in March 2002, Ms. Cark could have obtained a free
echocar di ogram t hrough the Screeni ng Program by registering prior
to the August 1, 2002 deadline. Therefore, although her famly
physi ci an may not have referred her to a heart specialist prior
to January 3, 2003, Ms. Cark certainly could have taken
advant age of the Screening Program or sought rei nbursenent
benefits for a private echocardi ogram

Finally, we have no reason to doubt that Ms. dark
acted in good faith. However, the danger of prejudice to non-

novants and the length of, and reasons for, the del ays weigh
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heavily in favor of finding that Ms. Cark's actions do not
constitute excusable neglect. Accordingly, Ms. Cark is not
entitled to submt a | ate echocardi ogram for purposes of seeking

benefits under the Settlenent Agreenent.
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AND NOW on this 20th day of Novenber, 2007, for the
reasons stated in the acconpanyi ng Menorandum it is hereby
ORDERED t hat the notion of Linda S. Cark to submt her
privat el y-obt ai ned echocardi ogramas tinely under the Settl enent
Agreenent i s DEN ED.

BY THE COURT:

[s/ Harvey Bartle III

C. J.



